Introduction

6.
The introduction should be edited for clarity. The authors write an elaborate introduction, but I think they could more clearly state in less words what their goal and purpose is.
7.
If I understand it correctly the authors report a feasibility study of three programs that are tested in three independent clinical trials. That should be written more clearly in the introduction and references to the trials should be given in the introduction head on. That facilitates the paragraph starting from line 22, which has now abundant information that could be shortened to include some relevant results that endorse that all the programs also tackle other mental health issues than the programs were designed for (see line 39, page 6, but I would like to see the specific results there in for instance a Cohen"s D).
8.
The paragraph at page 7, starting from line 2, seems a bit too late and is better suited in the discussion section as support for the strengths of the study.
9.
For Breaking Free online, the authors refer to an earlier study investigating the effectiveness of the program. For the other two programs, it seems that only references are provided about similar interventions but not about the specific training (pages 5-6). Can the authors clarify this?
10.
I suggest moving the descriptions of the content of the etherapies to the methods section, while instead including existing empirical evidence on the e-therapies in the introduction. It may be helpful if the authors include a table in which the characteristics of the three e-therapies are outlined, including (among others) the type of exercises, duration of the intervention, number of lessons, type of support and delivery method. Currently, the amount of information provided differs per intervention, with most information provided for Sleepio.
11.
The authors may want to emphasize more that this is among the first studies investigating the effects of eTherapies in a real-world setting, which I think is a major strength of the study.
12.
Some references are missing in the introduction section, see e.g. line 52 on page 4.
13.
Sometimes the authors state that "Living Life to the Full Interactive" targets low mood and anxiety (e.g. abstract), and sometimes that this particular eTherapy targets low mood and stress (e.g. page 4) or depression and anxiety (page 5). This is confusing as stress does not equal anxiety. It would improve the readability of the paper if the authors are consistent in their terminology.
Methods
14.
On page 7 (line 54), the authors state that the design of the study was cross-sectional while they later explain that both baseline and post-assessments are carried out. Please describe the design of your study correctly (pre-post design).
15.
On page 8 (lines 35-40), the authors stress that the Self Help Services practitioner established the principal area of difficulty of each service user, distinguishing between mental health issues, sleep disruption and problems with alcohol or drugs. I assume mental health issues refer to depression or anxiety symptoms here. I think the use of "mental health" is confusing in this respect as sleeping problems or substance abuse may also be considered mental health issues. Moreover, in the abstract the authors use the term "mental health difficulties" to refer to all types of difficulties assessed.
16.
The description of measurement instruments is very concise and lacks an explanation of how to interpret scores as well as information concerning its psychometric properties.
17.
With regard to the choice of outcome measures, a point of concern is the use of the GAD-7 as a general measurement of level of anxiety. The GAD is specifically designed to measure the level of anxiety in generalized anxiety disorder, which is inherently different from other common anxiety disorders. It is only moderately good at screening three other common anxiety disorders -panic disorder (sensitivity 74%, specificity 81%), social anxiety disorder (sensitivity 72%, specificity 80%) and post-traumatic stress disorder (sensitivity 66%, specificity 81%. Did the authors take that into account, and could they elaborate on how they did that? If not, this should be highlighted as a limitation in the discussion section.
18.
It is unclear to me whether or not the post-assessment took place directly after completion of the therapy. Given that the duration of the intervention varies considerably per program that would mean that the follow-up period differs for each therapy. Can the authors clarify this?
19.
Have the participants provided informed consent for using their data?
20.
It is unclear how the authors have handled the loss to followup, as they state that they have included all the participants in the analyses. The loss to follow up is quite large and could have a significant impact on the results. As I understand it correctly, there is a 40,2% loss to follow-up (page 9), which means that there is no assessment of those participants. But later on, in the same paragraph, the authors state that there is no significant difference between the service users and those lost to follow-up. Did the authors distinguish between loss to follow-up and drop-out? If so, could the authors give more information on that and account for how they dealt with their actual loss to follow-up (missing data)?
21.
Please include a flowchart in the methods section.
22.
Not all analyses are reported in the methods section, e.g. the chi square analyses reported on page 13.
Results
23.
It would improve the readability of the results section if the authors discuss the results for each form of e-therapy, separately, followed by a comparison of the three programs. The use of headings may further help to structure the results.
24.
On page 11 (line 56), the authors state that effect sizes were in the small to medium range though I believe these are moderate to large. In the methods section (under "Data analyses"), the authors should explain that effect sizes were computed and how they can be interpreted, including a reference.
25.
Page 12 contains an incomplete sentence (lines 53-56): "These regression analyses" until "or Sleepio groups".
26.
The authors mention post-treatment and follow-up as one measurement. Please correct that into post-treatment as there was no follow-up measurement (page 12, line 53).
27.
On page 13 (from line 47), the authors describe that the percentages of service users reaching threshold scores for clinically relevant depression and anxiety scores were significantly lower compared to baseline. This sentence should be edited for clarity. Table 4 shows that the percentage of users in the minimal and mild categories increased while the percentage of users in the remaining (more severe) categories decreased, suggesting a transformation toward less severe symptoms in many users. Moreover, it is unclear to me what threshold scores are for the different levels of symptom severity (i.e. minimal, mild, moderate, moderately severe, severe). It would be helpful if the authors mention cut-off scores in the methods section (e.g. under the description of outcome measures).
Discussion
28.
The conclusion could be more clearly stated in the first paragraph, first that there are significant within group differences, and, second, that group assignment was not predictive of the degree in change.
29.
The discussion lacks an in depth comparison with previous literature on feasibility studies or the previous trials that have been done on the individual eTherapies.
30.
I would like to see some thoughts on the results in relation to the high drop-out. Could the authors elaborate on that in their discussion? High drop-out rates are very common in health, and that information is surely missing in the introduction and discussion. Have the authors any ideas on why the number of days of engagement is associated with change in outcome in the Breaking free online group, and not in the other two groups? Maybe it has to do with their higher baseline scores?
31.
In the discussion section (second paragraph) the authors refer to two Tables, of which one I believe is incorrect namely Table  1 .
32.
What do the authors mean with "complexity" of mental health difficulties (page 15, line 56; page 16, line 16 and 25)?
33.
for clarification, remove the line break on page 16, between line 12 and 15.
34.
The paragraph at page 16, starting line 41, presents an important point of inequality distribution but also gives information that was not revealed before in the manuscript.
35.
It is not clear what the added value is of the paragraph on page 18, starting from line 9.
36.
As for clarification of the discussion section, this section could improve by structuring the text. The authors should first give an overview of their primary results and discuss these results with existing literature, while only afterwards they highlight their limitations succinctly.
REVIEWER
Louise Ann Ellis Macquarie University, Australia REVIEW RETURNED 04-Apr-2017
GENERAL COMMENTS
This paper presents an interesting study on the effectiveness of three eTherapy programs in supporting people with mental health difficulties. Going forward I support the need for studies on online interventions conducted in "real-world delivery settings", and this study is a valuable addition to the field. Firstly, it is impressive that 1068 participants took part in the study, as so much research in this area is dealing with small samples sizes. However, I have some issues with the paper as it currently stands and make the following comments/recommendations:
• I would have like to have seen pre-test and post-test assessments of substance abuse and insomnia included in this study, as substance abuse and insomnia is the primary focus of Breaking Free and Sleepio, respectively. Thus, we would expect to see that these program would lead to reductions in their primary area of focus.
• A significant proportion of the sample was lost to follow-up (40.2%). A more detailed explanation of why this occurred is needed, with percentages reported for each of the reasons given.
• The authors explain that Living life to the Full is designed for people with "mild to moderate" levels of depression and anxiety. The authors should state the proportions of the sample at pre-test had minimal, mild, moderate and severe levels of depression and anxiety upfront for each of the programs. I would further suggest that only those with mild to moderate scores be included in the analyses. It would certainly not make any sense to include those with minimal baseline scores in either depression or anxiety at pre-test. This should be part of the inclusion criteria.
• Engagement with each of the programs varied considerably. The authors say that variation was due to "need". Can the authors be sure that this is the reason, and not that the users didn"t like the program, couldn"t be bothered to use it etc? Was a question asked at post-test about their satisfaction with the program? Why they stopped using the program etc?
• Comparison of the effectiveness of the three programs cannot be undertaken given the differences between the three groups at pretest. A matched sample analysis should be explored to overcome this issue.
• What proportion of the samples were also having face-to-face support at the same time as using the online program? Were their results different from those who didn"t have the additional face-toface support? This is worth exploring.
• Lack of a control group is also a major limitation, as well as longer term follow-up data, which should be discussed in more detail in the discussion section.
REVIEWER
JOSEPH TIGHE
Black Dog Institute, Sydney, Australia REVIEW RETURNED 17-Apr-2017
GENERAL COMMENTS
Congratulations on an important study, in the 'real-world', and one that has data from distinct interventions that have been running for up to four years. I enjoyed reading about your progress in this very relevant eHealth sector. I have some minor comments/queries to make as below some of which I appreciate may be out of the scope of this manuscript;
1. Abstract -Objective section could be improved to highlight the objective clearly which appears to have been done in the Setting section immediately following.
2. There are valid points made around the merits of eHealth such as the elimination of human-related variance in delivering interventions however I think some balance or objectivity would be welcome in relation to the lack of a human therapeutic relationship and other outcomes eHealth can not achieve.
Readers would then be more informed when considering eHealth 'fixes' for systemic problems. Ideally eHealth would be employed because it is more or equally effective and not simply because it may be a cheaper solution.
4. Page 8 Line 3 is unclear ('during the past treatment session'') 5. Does 'Feasibility Study' need to be clearly defined in this context. The clinical effectiveness has been shown for the three interventions but is feasibility including an economic rationale or other factors that haven't been clearly stated?
6. Obviously there are limitations around the lack of control and lack of randomisation however these and other limitations have been highlighted.
7. A table showing participant demographics would be useful.
Congratulations again on an important study.
VERSION 1 -AUTHOR RESPONSE
Reviewer: 1 Reviewer Name: Marion Sommers-Spijkerman, MSc Institution and Country: University of Twente, Netherlands Please state any competing interests or state "None declared": None declared
The manuscript presents a feasibility study evaluating three online interventions aimed at reducing depression and anxiety, insomnia and substance misuse, respectively. I applaud the authors for the pragmatic study design. The question of feasibility of eTherapy offered in community care is not only relevant but also necessary as these studies are sparse. Although I believe this manuscript could render a very interesting and relevant empirical paper, I have some minor points of concern which temper my enthusiasm of publishing it in its current form. I hope the authors can address my points of concern (see attachment). Author response: Many thanks to Reviewer 1 for taking the time to review our manuscript. We hope we have addressed your comments appropriately below.
The manuscript presents a feasibility study evaluating three online interventions aimed at reducing depression and anxiety, insomnia and substance misuse, respectively. I applaud the authors for the pragmatic study design. The question of feasibility of eTherapy offered in community care is not only relevant but also necessary as these studies are sparse. Although I believe this manuscript could render a very interesting and relevant empirical paper, I have some minor points of concern which temper my enthusiasm of publishing it in its current form. I hope the authors can address the points listed below. Abstract It is unclear what real-world services are (page 2, line 7), as there is no definition reported in the manuscript. Perhaps the authors mean community-health service? Author response: The phrase "real-world" has been removed and replaced with "community-based" in the following places: Abstract, page 1 "Strengths of the study", page 2 Introduction, page 6 paragraph 4 -page 7 paragraph 1.
Introduction
The introduction should be edited for clarity. The authors write an elaborate introduction, but I think they could more clearly state in less words what their goal and purpose is. Author response: The Introduction has now been edited throughout and word count has been reduced. Additionally, sub-headings have been added to signpost sections for the reader.
If I understand it correctly the authors report a feasibility study of three programs that are tested in three independent clinical trials. That should be written more clearly in the introduction and references to the trials should be given in the introduction head on. That facilitates the paragraph starting from line 22, which has now abundant information that could be shortened to include some relevant results that endorse that all the programs also tackle other mental health issues than the programs were designed for (see line 39, page 6, but I would like to see the specific results there in for instance a Cohen"s d).
Author response: The three eTherapies are introduced earlier to the reader in the Introduction, on page 4 paragraph 2, with references to published development studies for each of the three eTherapy programmes provided. Additionally, where appropriate and possible, some effect sizes where available have been cited for some of the findings reported in relation to the three eTherapies, please see page 6 paragraph 2.
The paragraph at page 7, starting from line 2, seems a bit too late and is better suited in the discussion section as support for the strengths of the study. Author response: Although we have relocated some of this section to the Discussion (please see page 16 paragraph ), we have had to keep some of this section in the Introduction (please see page 6 paragraph 4), as this section introduces the reader to the MRC framework and the limits of RCT approaches for evaluation of tailorable interventions. Therefore, this section sets out the rationale for the methodology taken in this study, i.e. exploration of feasibility using outcomes data from service users being treated in a community mental health service.
For Breaking Free online, the authors refer to an earlier study investigating the effectiveness of the program. For the other two programs, it seems that only references are provided about similar interventions but not about the specific training (pages 5-6). Can the authors clarify this? Author response: These references have been checked and they are correct, referring to development studies each of the programmes.
I suggest moving the descriptions of the content of the e-therapies to the methods section, while instead including existing empirical evidence on the e-therapies in the introduction. Tables or Figures. We have also had to confine detailed descriptions of each of the programmes in the Introduction as these descriptions require reference to a substantial body of literature, which academic convention indicates is included in a literature review (Introduction) rather than a Methods section, which should focus on the procedure. Information provided about the content of the programmes is constrained by the word count limit of the journal, however, readers are provided with references to published studies using each of the three programmes should they wish to learn more about the content of the programmes. Revisions have been made to the Introduction in order to attempt to standardise as far as possible the information provided about each of the three eTherapies, and also try to provide the same amount of information about each eTherapy.
The authors may want to emphasize more that this is among the first studies investigating the effects of eTherapies in a real-world setting, which I think is a major strength of the study. Author response: This is now stated more clearly in the Introduction, page 7 paragraph 1, and also in the Discussion, page 19 paragraph 1.
Some references are missing in the introduction section, see e.g. line 52 on page 4. Author response: Unfortunately the line number here does not seem to tally with the version of the manuscript that was submitted, so we would appreciate some clarity on what this comment refers to so that we can make any necessary revisions.
Sometimes the authors state that "Living Life to the Full Interactive" targets low mood and anxiety (e.g. abstract), and sometimes that this particular eTherapy targets low mood and stress (e.g. page 4) or depression and anxiety (page 5). This is confusing as stress does not equal anxiety. It would improve the readability of the paper if the authors are consistent in their terminology. Author response: The description of the target population for Living Life to the Full has been clarified throughout the manuscript, to "low mood, stress and anxiety", please the following locations: Abstract page 1 Introduction section page 5 paragraph 2 Introduction page 6 paragraph 3 and page 6 paragraph 2 Discussion section page 15 paragraph 1 Discussion section page 16 paragraph 3
Methods On page 7 (line 54), the authors state that the design of the study was cross-sectional while they later explain that both baseline and post-assessments are carried out. Please describe the design of your study correctly (pre-post design).
Author response: The Design section has now been revised to reflect more accurately the design of the study. Please see page 7 paragraph 2.
On page 8 (lines 35-40), the authors stress that the Self Help Services practitioner established the principal area of difficulty of each service user, distinguishing between mental health issues, sleep disruption and problems with alcohol or drugs. I assume mental health issues refer to depression or anxiety symptoms here. I think the use of "mental health" is confusing in this respect as sleeping problems or substance abuse may also be considered mental health issues. Moreover, in the abstract the authors use the term "mental health difficulties" to refer to all types of difficulties assessed. Author response: This has now been clarified, please see Participants section, page 7 paragraph 4.
The description of measurement instruments is very concise and lacks an explanation of how to interpret scores as well as information concerning its psychometric properties. Author response: Descriptions of the psychometric properties of the measures is now provided on page 8 paragraph 2.
With regard to the choice of outcome measures, a point of concern is the use of the GAD-7 as a general measurement of level of anxiety. The GAD is specifically designed to measure the level of anxiety in generalized anxiety disorder, which is inherently different from other common anxiety disorders. It is only moderately good at screening three other common anxiety disorders -panic disorder (sensitivity 74%, specificity 81%), social anxiety disorder (sensitivity 72%, specificity 80%) and post-traumatic stress disorder (sensitivity 66%, specificity 81%. Did the authors take that into account, and could they elaborate on how they did that? If not, this should be highlighted as a limitation in the discussion section. Author response: A brief reference to this has been included in the limitations section of the Discussion, please see page 16 paragraph 3 -page 18 paragraph 2. However, given the UK National Health Service decided that the GAD-7 should be included in the core set of assessment measures used to evaluate mental health services throughout the UK (IAPT Minimum Data Set), we were restricted to using this measure to examine anxiety outcomes in the study, however this is reflected on as a limitation in the Discussion.
It is unclear to me whether or not the post-assessment took place directly after completion of the therapy. Given that the duration of the intervention varies considerably per program that would mean that the follow-up period differs for each therapy. Can the authors clarify this? Author response: Post-treatment assessments were completed during the last treatment session, which is now clarified in the Procedure page 8 paragraph 3.
Have the participants provided informed consent for using their data? Author response: All service users at Self Help Services, and any UK mental health service have to provide their consent for their data to be used for service evaluation purposes in order for their data to be included in evaluations such as this. This is now stated more clearly in the Participants section, page 7 paragraph 3.
It is unclear how the authors have handled the loss to follow-up, as they state that they have included all the participants in the analyses. The loss to follow up is quite large and could have a significant impact on the results. As I understand it correctly, there is a 40,2% loss to follow-up (page 9), which means that there is no assessment of those participants. But later on, in the same paragraph, the authors state that there is no significant difference between the service users and those lost to followup. Did the authors distinguish between loss to follow-up and drop-out? If so, could the authors give more information on that and account for how they dealt with their actual loss to follow-up (missing data)? Author response: The analyses reported in the Procedure on page 9 paragraph 1, refer to baseline differences between i) those participants for whom post-treatment data were available, and ii) those for whom no post-treatment data were available. The phrase "lost to follow up" has now been removed, and instead we now refer to those participants who did complete treatment and provide post-treatment assessment data, and those that did not complete treatment and did not provide posttreatment data. Reasons and percentages for participants not providing post-treatment data are now provided on page 9 paragraph 1.
Please include a flowchart in the methods section. Tables or Figures. Not all analyses are reported in the methods section, e.g. the chi square analyses reported on page 13. Author response: These analyses have been removed as they are not particularly informative without post hoc tests to determine between which of the three eTherapy groups the significant age differences lie, and such an emphasis on group differences detracts from the focus of the study, i.e. to explore overall outcomes for service users engaging with this novel eTherapy mental health service. Please see Results section, page 10 paragraph 1. Additionally, age has been taken into account as a covariate in the ANCOVA, and so this controls for any age related differences between the groups, making the reporting of age related differences via chi-square superfluous.
Results
It would improve the readability of the results section if the authors discuss the results for each form of e-therapy, separately, followed by a comparison of the three programs. The use of headings may further help to structure the results. Author response: Unfortunately we have had to take the decision to keep the structure of the Results as it is because of the following reasons; i) reporting each programme separately would make it difficult to present the data in Tables that are easy for the reader to follow and refer to in reference to the text, and ii) reporting each programme separately would make it more difficult for the reader to compare the three programmes to one another in terms of how they fare in each of the analyses, which is one the purposes of the study. However we did try the alternative reporting structure suggested.
On page 11 (line 56), the authors state that effect sizes were in the small to medium range though I believe these are moderate to large. In the methods section (under "Data analyses"), the authors should explain that effect sizes were computed and how they can be interpreted, including a reference. Author response: The effect size used was Pearson"s correlation coefficient "r", which was calculated using the standardised test statistics from ANOVA and ANCOVA tests run in SPSS. The formula that has been used is from Field, (2005) http://www.discoveringstatistics.com/docs/effectsizes.pdf (see Data Analyses section, page 9 paragraph 2): r= Z/(√n)
The statement referring to effect sizes has been corrected to "moderate to large", please see page 11 paragraph 1.
Page 12 contains an incomplete sentence (lines 53-56): "These regression analyses" until "or Sleepio groups". Author response: The word "though" has been removed from this sentence, please see page 12 paragraph 1.
